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IMAKIIMTAKCEJI AKOPJ 6 mg/ml xonuen'rpar 3a nmpyauoueu pa3TBOp../ ... ... T —
PACLITAXEL ACCORD 6 mg/ml concentrate for solution for infusion ,
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IIpoyerere BHHMATE/IHO USJIATA JINCTOBKA, IPEAH /1A 3alI04YHETE Aa H3110J13BaTe TOBA JIEKAPCTBO,
ThH KaTO TH ChAbLPKA Ba)KHA 3a Bac nndopmanus.

- 3anaseTe Ta3u JUCTOBKA. MoXe J1a ce HANIOXKH J1a i NPOYETETE OTHOBO.

- AKO HMMaTe HJKaKBM JOMMBJIHWTENHU BBIPOCH, nonurtaiite Bawwms nekap, dapmauesT, wiu

MEQULIMHCKA CecTpa.
- AKO NOTy4YHTE HAKAKBH HEXXEJIaHH JIEKAPCTBEHH peakLuH, yBeaoMere Baiuus nekap, papmatesr,
WM MEMLIMHCKA cecTpa. ToBa BKJIIOYBA H BCHYKH Bb3MOXKHHM HEXEIAHU PEAKLMH, HEOMTMCAHHU B

Ta3Hu JJUCTOBKA. BHkTe TOUKAa 4.

Himeto Ha Bauero nekapcetso e ,,Ilaknurakcen Axopa 6 mg/ml KOHLEHTpAT 3a HH(Y3MOHEH Pa3TBOp”,
HO B JIMCTOBKAaTa LIe ce Hapuya ,,Ilaknurakcen Axopa”.

KakBo cbAbpIkKa Ta3H JIHCTOBKA:

L. Kakeo npeacrasnssa [laknurakcen AKop/ M 3a KakBO C€ U3IOJI3BA

2 KakBo TpsibBa na 3Haete, npeau aa usnonssarte [lakiurakcen Axkopa

3. Kak na usnonseare [laknurakcen Axkopn

4, BB3MOXXHH He)xeJlaHU peaKLMH

5. Kak na cexpansare [laknurakcen Akopna

6. ChabprKaHHe Ha ONAKOBKATa M IOMbJIHUTENIHA HHpOpMaLIMs

1. Kakso npeacrasasBa Ilakanrakces AKopa M 3a KaKBO ce H3110/13Ba

[laknurakcen npUHaIIEeXXH KbM TIpyna NpPOTHBOTYMOPHH JIeKapCTBa, HApEYEHH TaKcaHU. Te3u
CbEAUHEHHUS MOTUCKAT pacTe)ka Ha PAKOBHTE KJIETKH.

[laknuTakcen AI{OPH CC H3I10JI3BA 34 JICYHECHHUEC HaA.

Pak HA SHYHHKA:

® KaTo MbpBa JIMHHUA Tepanus (C/le MbpBOHAYa/IHA XUPYPruuyHa MHTEPBEHIMS B KOMOMHALMs C
JIEKapCTBOTO LIMCIUIATHHA, KOETO ChAbPIKA IJIaTHHA).
¢ cJiell HeyCnelHa CTaHAapTHa Teparnus ¢ JICKAPCTBEHHU NMPOAYKTH, ChAbpKalllH NJIaTHHA.

Pak Ha repaara:

) KaTo MbpBa JIHHHA Tepanus 3a HarnpeaHaio 3abonsiBaHe WM 3a0o0sBaHe, KOETO CE €
Pa3snpoCTPaHWIIO B IPYTH YaCTH Ha TAJIOTO (MeTacTaTHYHO 3a0oasBaHe). [laknurakcen Akopa ce
KOMOHMHHpa WIH ¢ aumpayuriun (Hanp. JOKCOPYOHLIMH) WIIH C JIEKAPCTBO HA UME mpacmy3ymad
(3a MalKMEeHTH, MPH KOUTO aHTPALUMKJIIMHBT HE € MOAXOAALL K YUMTO PAKOBH KJIETKH UMAT MPOTEUH
BbpXY MOBBPXHOCTTA CH, HapedeH HER 2, Bk uHpopmaunonHaTa 1McTOBKa Ha TpacTy3ymao).

® cJie]l MbpBOHAvYaIHa XHPYpPruyHa HaMmeca clie[l JIeYUeHHe ¢ aHTpauMKIUH U uukiodochamun (AC)
KaTO JOIMbJIHUTE/THO JIEYEHHE.
® KaTo BTOpA JIMHUA JIeYEHHE Ha MALKUEHTH, KOUTO HE Ca OTTOBOPHJIM Ha CRaA ARy 991@5 WS,

U3MO0JI3BAallH aHTPALMKIIHHH, WJIH 32 KOUTO TaKOBa JICYEHHUE HE TpHGBa ¥ g. . ¥ A, 9,
AV o Ve A

Hanpeanan HeapeOHOKJIeTb4Y€eH 0es10Apo0eH KapuHHOM:

° B KOMOWHAlLMs C LMCIUIATHHA, KOraTo He ca MOAXOMALUM XHPWPTBIYHAZHAMECa y{/];{.l]
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Capkom Ha Kanown, cesp3an cwe CITUH:

2,

KOraTo ApYyro jevenure (T.e. NTMMO30MHHU aHTPALMKIMHW) € OWN0 M3Noa3BaHo, HO He3 ycnex.

Kakso TpnbBa aa 3Haere, npean Aa ninoassarte Ilakaurakces Akopa

He TpatBa na Bu ce npuaara I[lakaurakcea Axkopa

aK0 CT€ aJIePrHYHH (CBPBbXUYBCTBUTE/HH) KbM MAKIHTAKCEN HIIH KbM HSIKOS OT OCTAHAJIMTE
CbCTAaBKH Ha TOBA JIEKApCTBO (M30POSHH B TOUKA 6), B YACTHOCT MOJHOKCHII 35 PHLUHHOBO Macilo
(MaKpOTrONrMLEPOINIOB pULHMHOIEaT 35);

AK0 KbPMHTE;

aKo OpoaT Ha GelHTe KPbBHH KJIETKH B KPLBTa By e TBbpae HuCbLK. Bawnar nexap we Bu
B3eMe KPbB, 3a 1a NPOBEPH TOBA,

aK0 MMATe CEPHO3HA H HeeKyBaHa HHeknusa, a Ilaknnrakcen AKOpA ce H3MOJI3Ba 32
JedeHHe npu capKkoM Ha Kamomn.

AKO HAKOE OT Te3H ChCTOAHUA ce OTHaca 3a Bac, ropopere ¢ Bamna sgexap npeam 3anoyBaHe HA
Jeuenuero ¢ Ilakanrakcen AKopa.

[TaknaTakcea AKopa He ce MpenopbuBa 3a ynorpeda npn aena (nog 18 roanun).

IlpenynpexaeHusa H NPpeana3HA MEPKH

I'oBopere ¢ Bauins nekap, ¢apMalieBT UM MEAULIMHCKA CECTpa, Npeay Aa usnonssare Iaknurakcen
AkopJa.

3a na ce cBeJaT A0 MHHHMYM ajleprHYHHTE peaKUHn, e Bu ce panar Apyry JIeKapcTBa, Npenu
npunokeHueTo Ha [laknurakcen AkopA.

AKO ¢cTe MMAJIM TEXKH AJIePrUYHH peakiuH (HapUMep TPYAOHO AHIIAHE, HEAOCTHT Ha BB3AYX,
CTAraHe B I'bPAWTE, PA3IKO MOHWKABAHE HA KPBLBHOTO HaNAraHe, 3amasHOCT, CBETOBBPTEX,
peakLHH Ha KOXaTa KaTo o0pHB WIIH NOAYBaHe).

AKO UMaTe BHCOKA TEeMOEpATypa, CHJIHH CTYACHH TPBIKH, Bh3[IAJE€HO I'bPJ0 WIH A3BH B
ycTaTa (CHMOTOMHM 33 KOCTHO-MO3BbUYHA CYITPECH).

AKO uyBCTBaTe H3TPBNBaHEe, MpaBy'uKaHe, 6onexH, 60JIe3HEHOCT NPH AONHUP HIH C1a00CT B
pbleTe H Kpakata (CHMNTOMH Ha nepudepHa HEBpOMaTHA), MOXe Aa e HeobXO0AHMO
HamansgBaHe Ha Ao3ara llaknurakcen Axopa.

AKO UMaTe TEXKH YepHoapoOHH mpolsiemH; B TO3W ciyvail M3non3paHeTo Ha IlaknuTtakcen
AKOpI HE Ce Npenopnusa.

AKO MMAaTe NPOBOAHH HAPYMIEHHUS HA ChPACYHATA NeHHOCT.

AKO pa3BUeTe TeKKA HJIH YIHOPHUTA JHAPHS, ¢ BUCOKA TEMNEPATypa ¥ CTOMaWHU OOJIKH MO
BpeMe Ha U ckopo cnen neuenuero ¢ [laknnTakcen Axopa. Bauleto mebeno 4epBo Moxe Jia €
BL3NAIEHO (TICeBAOMEMOpPAHO3€EH KOMHT).

AKO cTe UMaid NMpednIIHo odabuBaHe B o0JacTTa HAa rBpAHTE (Thil KATO TOBA MOXKE Ja
YBEJIUYH PHCKA OT Bb3nNajeHue Ha Oenure ApoboBse).

AKO UMaTe BH3NAJCHA HJH 33YepPBeHAa YCTHR KYXHHA (CUMITOMH Ha MYKO3MT) U CTE OHIIH
JIEKyBaHH 3a capkoM Ha Kanowu. Moxe aa umaTe Hy»paa OT Mo-HUCKa 1103a.

Kaskere nezabasno Bawus gexap, aKko HAKOE 0T Te3H ChLCTOAHMA ce oTHACH 3a Bac.

MaxauTaKcesJ AKOpA BHHArK Tpa6Ba 1a ce npuiara BbLB BeHHTe. [Iprnaranero M TIakauTIRg

AKOpI B apTepuMTe MOXE Na MPUYMHHU BB3MAJCHHE HAa apTEPUUTE H MOXKE [z
IOAYyBaHE, 3aUuepBsABaHE H 3aTONISAHE.

Jpyrn nexkapersa v Ilakaurakcen Axopa
Hndopmupaitte Baluyg nexap, ako npueMare, HaCKopo CT€ NpUeMalid WK € Bb




JpYr'd JeKapcTBa, BKIIOUMTENHO JekapcTBa, OTMyckaHd Oe3 peuenta. ToBa € Taka, 3auIOTO
[Taknurakcen AKOpA WM APYroTo JIEKapCTBO MOXE Ja HE MOAEHCTBA TOJKOBa A00Ope, KOMKOTO C€
OYaKB4, H/IH BEPOATHOCTTA 1A NOJYUHUTE HEXKENAHA PeaKLHs € MOBHUIEHA.

BaaumoaeiicTBHe 03HAYaRa, Y€ pa3IMYHHUTE JIEKAPCTBA MOXKE B3aUMHO 1a CH BIMAAT. [ oBopere ¢

Bauwiyg nekap, KOraro npueMare nakiuTakcen €JHOBPEMEHHO ¢ HAKOE OT CJIEAHUTE IEKAPCTBA:

- JIEKApCTBAa 34 JIeMeHUE HAa HHPEKUUH (T.€. aHTHOMOTHUUM, KAaTO EPHTPOMHKLIMH H APYTH; MONHTAUTE
Baiusa nexap, MeAHUMHCKA cecTpa unu dapMaueBT, aKO HE CT€ CUI'YPHH 2afH JIEKaPCTBOTO, KOETO
npuemMare, € aHTUHOHOTHK), BKAKOUHTENTHO IEKapCcTRa 3a JieueHWe Ha reOMYHHA HHGEKLHMHK (Hanp.
KetokoHa30/1 WiH Apyrd HMHAA30J10BH MPOTUBOIEOMUHH JIEKAPCTBA);

- JIeKapcTBa, KOMTO C€ W3IMOJI3BaT, 3a 1a By noMOrHar aa cTabWin3HpaTe HaCTPOECHHETO CH,
MOHAKOra HapeueHH ChILO aHTUaenpecaHTy (Hanp. QNIyOKCETHH),

- NleKapcTBa, H3MON3BaHM 3a jieueHKe Ha rbpuyoee (enunrencua) (Hanp. kapbamasenuH, GeHUTOUR);

- JlekapcTBa, W3MON3BaHM, 3a Aa Bu noMorHar Aa HaManuTe HUBATA Ha JIMNIMAWTE B KPbBTa (Hanp.
reMpudpo3un);

- JIeKapCTBa, H3MON3BaHH CpeLLy KHCENUHH B CTOMAXA WIH CTOMAUIHH A3BH (HANPHMED UMETU/IHH),

- JlekapcTBa, H3nos3BaHy 3a nedeHue Ha XUB u CIIMH (nanpumep putonaBup, cakBuHaBup,
HHIHHABUp, HENdUHABUD, epaBUPEHL, HEBUPATTHH ),

- JIeKapCTBO, HAPEUYEHO KJIOMKOTPEN, W3MON3BaHO 3a NPeloTBpaTABaHe Ha 0Dpa3yBaHETO Ha KPbBHH
CBCHPELIH,

- JIeKapcTBO, HapeyeHo prucaMrHLKH, aHTHOHOTHUK, H3NO3BaH NpH Tybepkynosa. Moxe na ce
HAJIOXH IMOBUILABaHe Ha ao3aTta Ha [lakndrakcen AKopa.

- BAKCHHH: AKO HACKOpPO ¢Te OWIM BaKCHHHPAHH WIIM NJIaHUpAaTe Ad C€ BAKCUHHpATE, KAKETE TOBA
Ha Baurns nekap. Ynorpebara Ha [lakauraxcen Akopa B kKoMOHHAaLHMS ¢ onpenesieHd BaKCHHH
MOJKe J1a NOBeAe A0 TEKKH YCIOKHEHHS.

- uMcnnaTHH (3a nedyeHue Ha pak): Ilaknurakcen Axkopa TpaOBa aa ce npuiaara npeay UHMCIIaTHH.
Moxe na ce HaJ1oku OBOpeyHara By gpyHkuus aa ce HU3cieasa no-4ecTo.

- JoKcopyOHUMH (3a neueHne Ha pak): [laknurakcen Akopa TpaOBa fa ce npuiara 24 yaca ciaen
IOKCOPYOHLHH, 3a J1a ce H30erHaT BUCOKH HHUBA HAa JOKCOPYOHLMH B OpraHusma,

IMaasTaKkces AKOpA € XpaHa, HANMHTKH ¥ AJIKOX0.I
[TpuemnbT Ha [laknurakcen AKOpPI HE Ce BIMAE OT APUEMA HA XpaHa W HaNMUTKH.

bpeMeHHOCT, KBpMeHe H QepTHIHTET

Ako cTe GpeMEHHA WIM KbPMHTE, CMATATeE, Y€ MOXKE Aa cTe HpPEMEHHA MY TUTAHUPATEe DPEMEHHOCT,
nocwBeTBaiiTe ce ¢ Bawug nekap unu dpapMauesT npeaH yrnorpedara Ha TOBa JIEKapCTBO.

[Taknurakcen Akopa He TpsOBa aAa ce npunara no BpemMe Ha OpeMEHHOCT, OCBEH MPH KAaTErOpHYHH
nokazanus. TOBa JIEKAPCTBO MOXeE [a MPHYMHHM BPOAEHHW AedEKTH, MOpaau KoeTo He TpsadBa 1a
3apeMeHaBaTe Mo BpeMe Ha JIeYEHHETO ¢ naknurakces W Bue n/mnu naptHeopsT Bu Tpabea na
M3I0N3BaTe e(PEeKTHBEH METOJ 3a KOHTPAUENuUHd, AOKaTO CTe MOAIOXKEHH Ha JICYCHHETO H B
NPOAbLJKEHHE Ha LIECT MECela ClIEA HeroBus kpai. AKO HaCTHLIH OPEMEHHOCT MO BPeMe Ha NIEHEHUETO
WK B PAMKHMTE Ha LIECT Mecella ciiell Kpas My, yBellomeTe Hezabasno Bauius ekap,

[TauHEHTUTE OT MBIKKH TMOJ C€ ChBETBAT Aa HE Cbh3AaBaT AeTe NO BpeMe Ha ¥ 10 6 Mecelia Clle Kpal Ha
JEHEHUETO.

AKO KbpMHTE, YBeAoMeTe Bamnsa nexap. Cnpere aa kepmute, ako npuemate [lakiurakcen AKopa.
He noaHoBABaiTe KbpPMEHETO, OCBEH ako Bawuat nekap He By nossosiu.

[laknurakcen MOXxe 1a UMa aHTHdepTHUNEH eEKT, KOHTO Ja ObAc HeoOpATHM. Ba'r AT
MBKKH NOJI C€ CHBETBAT AA MOTHPCAT KOHCYNTALMs 32 CbXPAaHEHHE Ha criepMa NS Hﬂ%
JIEUYEHHETO.

Hlodpupane n paboTa ¢ MALUHHH
[lakinTakcen AKOpPA MOXKE A4 NPUYMHH HEXETaHH pEeaKUMH KaTo yMOpAQ




MAallHHH. AKO U3MUTBATE TE3N CUMNTOMH, He wodupaiite U He paboTeTe C MALLIKHU, JOKATO TE HAMBJIHO
W34e3HaT. AKO NpUeMaTe APYTH NeKapcTea KaTo yacT oT Baluero neuexue, Tpabea na nonurare Baumus
NieKkap 3a CbBET OTHOCHO MIO(HpaHeTO # paboTaTa ¢ MallIHHH.

To3u nekapcTBEH MPOAYKT ChAbpika ankoxon. CIefoBaTeHO MOXE Aa € HEpasyMHO Ja wodupare
BeJHara cliell Kypca Ha nedeHue,

BaxxHa uHopMaLud OTHOCHO HAKOH OT cheTaBKuTe HA IlakanTakcen Axkopa
INakxnaTakeen AKOpPA ChABPKA pHUMHOBO Macao (50% nmonnerokcunupaHo 35 pHLIMHOBO Macio),
KOETO MOKE 14 NPHYMHH TEXKKH alepruyHd peakuud. AKO CTe ajlepriyHH KbM PHULIMHOBO Maciio,

ropopere ¢ Bamus Jexkap, npean na npuemere Ilakanrakcen Akopa.

[MaxnTakceJ AKOpa CbAbPKA AJAK0XO0J1
ToBa nexkapcTBo Chabpxka 391 mg ankoxon (eraHos) BbB BCEKH ml, KonnuecTBOTO Ha TOBA J1€KapCTBO
(npu MakcumanHa go3a ot 220 mg/m?) e ekBuBaNeHTHO Ha 646 ml Gupa unu 258 ml BHHO.

ANKOXONBT B TOBA JIEKAPCTBO MOXE Aa NMPOMEHU edekTHTE Ha ApYyrH jekapcTsa. ['osopere ¢ Batuus
nekap Unu ¢apMaLEBT, aKO NPUEMATe APYTH JIEKapCTRa.

Axo cTe GpeMeHHa nad KbpMUTE, roBopeTe ¢ Bammg nekap uiau gapmauesT, Npeay 1a NpUeMeTe TOBa
JIEKapCTBO.

AKO CTe MPHUCTPACTEHH KbM aJIkOXOna, roopeTe ¢ Balliva nekap uan papMaLesT, Npeaun Ja npuemMere
TOBA JIEKAPCTRO.

3. Kaxk ga n3noassare Ilaxantakcen Axopa

. 3a 1a ce cBeAAT 10 MUHHMYM aJIeprHYHHTE peakuHu, e By ce nanar Apyry qekapersa, npeau
npuwioxkenneto Ha [Taknurakcen Akopa. Tesm nekapcrsa e Bu ce gaBaT wid Kato TabNeTKH,
MW KaTo HH(Y3USA BbB BEHATA, WIIH U JIBETE.

- Ille npuemarte [laknnTaKcen AKOp] upe3 BEHO3HA cHCTeMa B ¢/Ha OT Bawnte Benu (upes
MHTpaBeHO3Ha uH(y3us), npe3 nuHeed GunTep. IMaxnurakcen Akopa e Bu ce npunara or
MEIHLIMHCKU crnienanuct. ToW WM T uie NPpUroTed MHQY3HOHHUSA pa3TBOp, NMpelu ga Bu ro
npynoxu. J103ara, KOATO NOy4aBaTe, Lie 3aBUCH ChILIO OT pe3yNTaTHTe OT Bawure 1abopaTopHH
u3cnenBaHus. B 3aBUCHMOCT OT BHIA U CEpHO3HOCTTa Ha paka, Bue we npuemare [laknyirakcen
AKOpA WM CAMOCTOATENHO, WX B KOMOHHALUA ¢ APYT NPOTHBOPAKOB areHT.

- [Maknurtakcen Akopa Tps6Ba BUHArK Aa ce BAMBA B €AHA OT BaluMTe BEHH 3a MepHOA OT 3 Wik 24
yaca. ODMKHOBEHO C€ MpuUiIara Ha BCeku 2 Wil 3 CeAMHLH, OCBEH aKo BallugT jekap He peluy
npyro. Bammsar nexap we Bu uHpopmupa 3a 6pos kypcose Ha [laknurakcen Akopd, KOHTO

TpaOBa Ja NpeMHHETE.

AKO MUMATE HAKABHM AOCMBIHMUTENHH BBIPOCH OTHOCHO M3IOJI3BAHETO HA TO3H NPONYKT, MOMHTAHTE
Bawnsg nekap.

Axo Bu e npniaokena noseye ot Heobxoaumara ao3a Ilakaurakcen Akopa
Hsama u3eecteH aHTUAOT NipH npenosupane ¢ [laknurakcen Axopa. Lle nomyuurte nevenune Ha Bawure

CUMITTOMH.

4. Bb3MOXKHH HEXKEJIAHH PEAKIIHH

KakTo BCHYKH JIEKAPCTBA, TOBA IEKAPCTBO MOXKE 1a NPHYHHU HEXETaHH PeaKLIHH
r'd NOJy4yaRra.

He3za6aBuo undopmupaiite Bamus nexap, ako 3a0e/ieXKHTE HAKOH OT CJI€
MOTAT Aa BKIOYBAT €IHO WIH MOoBeYe OT CIACAHHTE:!

-
oy




3ayepBsABaHeE,
peaKkLiMM Ha KOXKaTa,

crpbex,

CTArMaHe B I'bPAMTE,

HeJOCTHT Ha Bb3AyX MK TPYAHOCT NMpH AHLLAHE,
MoAyBaHe.

Tosa MOke 1a ca CUMIITOMM 34 CCPHO3HH HCXKCIIdHH PCAKLHH.

He3zaf0aBno yeenomere Bamug nexap:

AKO MMaTe BHCOKA TEMIEPATYPA, CHJHH CTYAE€HH TPBLNKH, Bb3NAJEHO I'bPJI0 HJIH A3BH B
ycrara (CHMNTOMH HA NOTHCKaHE (PYHKUMATA HA KOCTHHA MO3BK).

AKO MMaTe H3TPBbOBAHE HJIH ¢Ja0OCT HA pPBHETE H Kpakara (CHMNOTOMHU 3a nepudepHa
HeBponaTvsa). Te3d CUMNTOMM Ha HEBpOMNATHs MOrar Jia NEPCUCTHpaT Han 6 Mmeceua cnen
NpeKpaTIBaHE Ha JIEYEHHETO.

AKO pazBHeTe TeXKKa HAH YIIOPHTA JHAPHS, C BUCOKA TEMIEpaTypa U cToMatlHa Honka.

Muoro yecTH (MOraT aa 3acernar noseve or 1 na 10 ayun):

 J
&
L

JIekH afepruvHM PeakuuH, KaTo 3a4epBaBaHe, 00puB, cbpbex.

HMudekunn: 0CHOBHO Ha rOpHHUTE AUXATEIHU MbTULIA, KHHPEKLUHUSA Ha YPUHAPHHUA TPaKT.
Hepoctur Ha BB3ayX.

Bn3naneHo ropno Win S3B4 Ha YCTaTa, Bb3NaJIEHa M 3aYepBeHa YCTHA KYXUHHa, AUapus, rajcHe
MOBpPbLUAHE.

Koconaa (nmo-rogsamMara 4acr oT cly4yaure Ha koconaa ce HabaroJaBaT nmo-Masnko OT edH Mecell
CJIEA 3aMOYBAHE HA JIEYEHHUETO ¢ MAKIMTAKCEN). AKO TOBA CE CAYYM, KOCONAALT € CHITHO W3pa3¢cH

(Hag S0%) npy NOBEYETO OT NALUEHTHTE).

bBonka 8 Myckynure, KpaMnu, 60JIka B CTaBUTE.

Bucoka Temnepatrypa, CWIHH CTYICHH TPBIKH, rnaBobonuve, 3aMadHOCT, yMopa, Onenocr,
KbPBEHE WX NO-JIECHO OT HOPMAJTHOTO KphBOHACSAAAHE.

HUsrppnBaHe, MpaByukaHe Wid ciabocT Ha pbUETE M Kpakara (BCHYKH €a CHMNTOMH Ha
nepudepHa HEBPONATHA ).

HM3cnenBaHuaTa MoXXe Ja NOKaxaT: HamaslsBaHe Ha Opost Ha TpoMOOUHTHTE, HaMalfABaHe Ha
OenuTe UITH YEPBEHUTE KPBBHH Te1la, HUCKO KPBBHO HAIATAHE,

YecTn (Morart aa 3acernar a0 1 na 10 aymun):

BpeMeHHH JIekH MPOMEHU B HOKTHTE M KOXKATa, pEaKUMH Ha MECTaTa Ha HHXKeKTHpaHe (JIOKanHo
nojyBaHe, 00/Ka M 3a4epBSIBaHE HA KOXaTa).

Hscnenpanuata Moxke Aa nMokaxar: 6aBeH ChpACUEH PUTHM, CUJIHO YBEIHUEHUE Ha SH3UMMTE,
MOKa3aTeIHH 3a YepHoApoOHaTa dyHkuus (ankanHa gocdaraza, ACAT).

HeuecTn (Morar aa 3acernar a0 1 na 100 aywin):

Peaxn (Morat na 3acersar ao 1 na 1000 aymu):

Lok nopaan nHpeKuuH (M3BeCTEeH KaTo "CeNTHUEH 10K ),
[Tannutauuu, cbpaedHa auchyHkuus (AV  Onok), cbpuebueHe, CbpACHEH NPUCTDI,
peciiupaTopeH AMCTpeC.

OTnaaHanocT, H3NOTABaHEe, NMpunaabUy (CHHKON), TEXKKHA aNepriuHU peakliMy, Bb3NaleHHE Ha
BEHA, MPUUYHHEHO OT KpbBeH cbeUpek (TpoMOogneduT), nogyBaHe Ha JHLETO, YCTHUTE, yCTaTa,
€3MKa UJIU I'bPJIOTO.

bonka B repba, 6onka B repaute, 601Ka B ANaHUTE WM XOAWUNIaTa, CTYAEHH TPBITKH, aDJOMHUHaIHA
(kopemHa) Oonka.

HMicneapanuaTa MOXKE€ Na NOKaXKaT: CEPHO3HO NOBHLIABaHe Ha OunupybuHa
BHCOKO KPbBHO HaAraHe U KPbBEH CHCHPEK.

Hegoctur Ha Oenu KpbBHH TEMUA ¢ TeMneparypa W NOBHLIEH PHCK O
HEYTPOIECHHUA ).



3acsaraHe Ha HEPBUTE C ycelllaHe 3a caaboCT B MYCKynuTe Ha pblieTe U Kpakara (MOTOpHa
HEBpOMNaTus).

Hepocrur Ha BB3aYX, OenoapobHa embonnd (oOpasyBane Ha UNM 3amylliBaHe Ha OenoapobHuUTE
cba0Be ¢ TpoMOH), DenoapobHa Grbposa (paspacTBaHe Ha ChEAMHUTENHA ThKaH B Genus apob),
MHTEPCTULIMAITHA MHEBMOHUSA (Bb3nanende Ha Oenusd apol), aucnHes (3aTPyAHEHO AMILAHE),
[UIEBpAIeH U3NUB (CHOHpAHE HAa TEYHOCT B I'PbAHUA KOLI).

YpeBHa HENpOXOAMMOCT, YpeBHA nepdopalms, Bb3NanecHUe Ha ebenoTo 4epBo (MCXEMHUEH
KOJIUT), Bb3NAJIEHHE Ha naHKkpeaca (NaHKpeaTHT).

CupOex, obpuB, 3auepBaBaHe Ha KoXkaTa (epurema).

OTpaBsiHE HA KPBbBTA (CENCHC), NEPUTOHHT.

Bucoka Temneparypa, aexuaparauus, aCTeHHs, OTOLM, Hepa3NoNOXKEHHE.

CepHO3HH M MOTEHUMANTHO (arTaiHM PeaKldH Ha CBPbXUYYBCTBHUTENIHOCT (aHapWJIAKTHYHH
peakuuu).

HM3cneasaHusTa MOXE Aa NOKAXKAT: MOBHLIABAHE HA KPEATUHUHA, KOETO MNMOKAa3Ba YBPEXKIAHE HA
ObOpeuHaTa dyHKLMSA,

CobplieuHa HEAOCTATBYHOCT.

MHuoro peaks (Morar aa 3acerHart A0 1 Ha 10 000 aymn):

HepurmH4Ha yUecTeHa ChpAeUuHa AEHHOCT (MPEACHPAHO MBXKIEHE, HaJlKaMepHa TaXHKapOaHA ).
Bue3zanHo HapyineHHe Ha 00pa3lyBaHETO Ha KPBBHHU KIETKH (OCTpa MHENOHIHA JIEBKEMMS,
MHUEIOAUCTIIACTUYEH CUHAPOM).

HapyiueHns Ha 3pHTEIHHA HEPB W/W/IW 3pUTE/IHM HapyLEeHU (CUMHTHAKRPAILA CKOTOMA).
Koconan unu opeassaHe Ha Kocara, WM B YIIUTE (THHUTYC), CBETOBBPTEX (BEPTHTO).
Kawnuua.

KpbpBeH cBbCHpek B KPBBOHOCEH CbJ Ha KOpema Y uepBaTa (Me3leHTepuanHa Tpombosa),
BL3NAIEHHe Ha 1e0esioTo 4epBo, NMOHAKOra ¢ YNOpUTa TeXka jadapHsa (nceBaoMemOpaHoseH
KOJINT, HEYTPOTIEHHYEH KOJIUT), aCUUT (HATPYNBAaHE HA TEYHOCT B KOPEMHATa KyXHHa), e30(arut
(BB3NaJCHME HA XPAHOMNPOBOAA), 3alex.

TexKki peakUMH Ha CBPBXYYBCTBUTENIHOCT C TPECKA, 3aUEPBABAHE HA KOXKaTa, OOJIKa B CTABUTE
WHIKM Bb3naJieHHe Ha ounTe (CHHApoM Ha CTUBBHC-JDKOHCEH), TOKATHO pa3c/IONBAHE HA KOXKATA
(emuaepmanHa HEKpOJIH3a), OOPHB ¢ YEpBEHH, BIIAKHH NMETHa NO KoykaTa (eputeMa Mynrtudopme),
Bb3MaICHHE Ha KOXKATa C MEXYPH U AOLIEHE (€KCHONUATUBEH AEPMATUT), YPTHKApHS (KOTIPHBHA
Tpecka), onaaaHe Ha HOKTHTE (MalMeHTH Ha Tepanus TpsaOBa aa cnaraT CibHUE3ALMTHY CPeCTBA
BbPXY AJITAHWUTE U CTHIAJIATA).

3ary0a Ha aneTur (AaHOpeKCHA ).

CepHO3HH Y MOTEHUHANTHO (AaTalHH PEaKUUW HA CBPbXUYYBCTBUTEHOCT C HIOK (aHaHIaKTUYEH
LIOK).

Hapywiena ¢yHkuMda Ha yepHusa apod (uepHoapoOHa Hekpo3a, uepHoaApobHa eHuedanonaTus (v
[Py ABETE MMa CbOOLIEeHHUA 3a (PAaTANEH U3xon)).

OO0BbpKaHOCT.

C Hen3BecTHA 4ecTOTa (OT HAJIMYMHHTE JAHHHU He MOXeE Aa 0ble HANPaBeHAa OLEHKA):

BTebpassaHe/3anebensiBare Ha KoxaTa (CKiepoaepma).
BHeszanHo cBUBaHE HA MYCKYJIUTE B CTEHHTE Ha ODpoHxuonute (OpoHxocnasbm).
MeTabONUTHH YCIIOKHEHHA ClieA JIeUEHHE Ha pak (CUHAPOM Ha TYMODPEH JIH3HC).

Ounu HapyllUeHHA, KaTo yaebeneHa v nogyta Maxyna (MakyneH OTOK), CBETJIMHHH Npodasacsiy
(poToncHsa) U TOUKM, NETBHLA, “CHEXHUHKH M "MYLIHYkW", MyaBallld B 3pHTENHOTO BH none

(MOTBEMHABAHE Ha CTBKJIMBUIHOTO TAJIO).

Bv3naneHue Ha Benure (pnedbur).

CHHApPOM Ha NaJIMapHO-TUIAHTaApHA EPHTPOH3ECTEZUA.
Hma cvoblueHus 3a cepuo3HO ChCTOAHME, KOETO NPHYMHABA TBBPJC
o0pa3yBaHe Ha KPLBHU CLCHPELH WK U JBeTe (AUCEMHHHpaHa HHTPAB
DIC).

Ko)xHH HapyLIeHHs KaTo YePBEHH, JIIOCTIECTH NMETHA N0 KOXKATA H CKAT




A3BH.
AKO HSKOf OT HEXEeNaHHTE PEaKUMM CTaHe CEpHO3Ha MM 3abenexute ApYrd, HEOMHCAaHH B TasH

JIMCTOBKA HEXENaHH peaklny, Moas yBeaoMere Bauins nexap.

Crofimanane HA HE)KEJIAHH PEAKIHH
AKO MOJIy4HTE HIKAKBHM HEXEJIaHH JISKApCTBEHH peakuuy, yBeaomere Ballng nekap Wi, dapmaLeBT
WIN MeJMIMHCKA cecTpa. TOBa BKJIFOYBA BCUYKM BB3MOXHHW HEOMHCAHW B Ta3H JIMCTOBKA HEXCNAHU

peakuud. Moxere ChILO Na ChODLIMTE HEXKENAHH peakiuy AMPEKTHO 4pe3 Hal¥oHanHaTa CUCTEMa 32
cbobUIaBaAHE:

HanbiaHMTENHA areHius 1o 1eKapcTBaTa
yi. ,,JJaman ['pyes” Ne 8
1303 Codus

Tea.: +359 2 8903417
yebcaiit: www.bda.bg

Kato cphobLiaBaTe HEXENaHW peakLidd, MOXKeTe Aa JafeTe CBOs NMPUHOC 33 [OJy4YaBaHE Ha NoBeHe
HHQpOpMALIMA OTHOCHO 6€30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa ecexpanssare [JaknHTakcen Akopa
ITla ce cbXpaHfABa HA MACTO, HEJOCTBIIHO 3a JIeLa.

He w3non3paiiTe TOBa JIEKapCTBO CJEd CPOKa HA FOQHOCT, OTOENA3aH BHPXY ONAKOBKATa Ciieal ,,I oneH
00:”. CpoKbT Ha FOAHOCT €€ OTHACA 32 NOCJEAHHA AEH OT NMOCOYCHHUA MECCLL.

IIpean oTBapgHe
Ta e ce cbxpadapa naj 25°C. Cbxpanssaiite (iakoHa B KApTOHEHATA ONAKOBKA, 3a Jia ¢€ NPpeATNasy OT

CBETJIMHA.

3ampa3sgBaHeTO HE [OBAHABA HEONArONPHUATHO NPOAYKTA.

Cnen oTBapsfe NpeaH papexiane (onucaHHe HA YC/IOBHATA
Ot MUKPOGHOJOrMYHa IMieAHa TOUKA, CAEA TbPBOTO OTBAPAHE NPOAYKTHT MOXKE a Ce ChXPaHABA HE
noBeye ot 28 AHK npu TeMrneparypa 25°C. Bedka apyra npoAb/DKHTENHOCT H YCIIOBHA Ha CbXPAHCHHE

ca OTTOBOPHOCT Ha noTpedburens.

Caen pas aHe (onUcAHHE HA YCJIOBHATA

OT MMKpPOGHONOTHYHA TIEAHa TOUKA, Pa3peicHUAT NPOAYKT TPSOBa Aa CC H3MO3B4A He3abaBHO. AKO HE
ce M3MON3Ba He3abaBHO, [1a ¢e ChbXPaHABA B XJIAAWJIHUK Npy TemnepaTypa ot 2 Ao 8°C 3a He MoBeve oT
24 yaca, OCBEH B C/Iy4auTe, KOraro paspekJaHeTo CTaBa B KOHTPOAMPAHW U BaNHAXMpaHH aCCiITHHHH
yCNOBHMSA. 3a Tosede fOAPOGHOCTH OTHOCHO CTAOMITHOCTTA CJIEA paspexaHe, BHXKTC pasicna 3a

MEAHMLHHCKHU CIICLEHANTHCTH.

He uznon3eaiite TOBa JIEKAPCTBO, aKO 3adeNexure, 4e pasTBOPBT € MbTEH WIIM ChAbpaKa HEPA3TBOPHMA
YTanKa.

He n3XBbpAiiTe NeKapCTBaTa B KAHANM3IAUMATA HITH B KOHTEHHEPA 33 AOMAlUHH OTNIALbLH. [lonuranTe
Bawus ¢dapMaleBT Kak Ja M3XbLPJATE JEKapcTBaTa, KOHTO BEYC HE M3MNOJNZBIRC., e
CIOMOTHAT 3a OMna3BaHe Ha OKOJIHATa cpeaa.

6. CranpaKaHHe HA OIIAKOBKATA H 0N BJIHHTE/NHA HHOpPMALHS



Kakso coabpxa Ilakninrakcea Axopa

- AxTHBHOTO BeuiecTBO ¢ [lakuraxcen.

- Bcexu 1 ml KOHUEHTPAT 3a HHPY3IHOHEH pa3TBOP ChbAbpiKa 6 mg NakAUTaKcen.

- Beexku daaxkoH ¢babpika S ml, 16,7 ml, 25 ml, 50 ml u 100 ml (ekBUBATEHTHH CHOTBETHO HA
30 mg, 100 mg, 150 mg, 300 mg 1 600 mg naknuTakcen).

- JIpyruTe CheTaBKU ca: NOAMOKCHI 35 PHUMHOBO Macio (MakporoniHUeposioB pHLMHOIEAT 35)

W eTaHON, Oe3BOJIEH.

Kak n3raexaa IHakiauTakcea AKOPA H KAKBO ChALPK2 ONIAKOBKATA
[Maknnrakcen Akopl € 6uCTBp, BesuseTeH N0 ONeA0KBAT pasTeop, CBOOOAEH OT HaCTHLH.

HanuueHn e BbB ¢uakoHu, cbabpxkawd 5 ml, 16,7 ml, 25 ml, 50 ml nan 100 ml koHneHTpar 3a

MHIKEKLIHOHEH pa3TBop.

He BCHUKY BHIOBE OMAKOBKH Morar Ja Omaar nycHaTH B npojaxba.

TIpuTexare HA pa3pelleHHeTo 3a yuorpeda H NpoH3BOANTEN:

[IpuTexaTes HA pa3pelIeHHETO 3a ynorpeda:
Accord Healthcare Polska Sp. z 0.0,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Tonma

[Iponazsoguren:

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50, 95-200 Pabianice,

[Tonma

Accord Healthcare Single Member S5.A.
64th Km National Road Athens, Lamia, 32009,

["bpLMa

To3u JeKapcTBeH NPOAYKT € paspelied 3a ynorpeéa B Abpxasute-4ieHkn Ha EMII noa cneanure

HMeHA:

Hme HA ABpKABATA-

HMe HA TeKAPCTBEHHA IIPOAYKT
YJIeHKA

Hunepnanaus Paclitaxel Accord 6 mg/ml concentraat voor oplossing voor infusie

ABCTpHA Paclitaxel Accord 6 mg/ml Konzentrat zur Herstellung einer
Infusionslosung

benrus Paclitaxel Accord Healthcare 6 mg/ml solution a diluer pour perfusion/
concentraat voor oplossing voor infusie / Konzentrat zur Herstellung
einer Infusionslésung

buarapus [Maxaurakcen Akopa 6 mg/ml KOHLEHTPAT 33 MHOY3IUOHEH pa3TBOP

Kunsp Paclitaxel Accord 6 mg/ml, Concentrate for Solution for Infusion

['epMaHus Paclitaxel Accord 6 mg/ml, Konzentrat zur Herstellung einer
Infusionslésung

Hanus Paclitaxel Accord 6 mg/ml koncentrat til infusionsvaeske, oplasning

EcTonusd Paclitaxel Accord 6 mg/ml

Hcnanus Paclitaxel Accord 6 mg/ml, concentrado para soluciof

PuHNaHAuA Paclitaxel Accord 6 mg/ml, infuusiokonsentraatt' -
koncentrat till infusionsvétska, 18sning .

(DpaHLHA Paclitaxel Accord 6 mg/ml, Solution a diluer | £

Yurapus Paclitaxel Accord 6 mg/ml, koncentratum olditce , Mﬁ;—.‘:‘ ™ |

HUpnanaus Paclitaxel 6 mg/ml, Concentrate for Solution fr Enfusion: . v Py /
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Htanus Paclitaxel Accord Healthcare 6 mg/ml concentrato per soluzione per
infusione

JInTBa Paclitaxel Accord 6 mg/ml koncentratas infuziniam tirpalui

JlaTBus Paclitaxel Accord

Hopserus Paclitaxel Accord 6 mg/ml Konsentrat til infusjonsvaske

Tlonwa Paclitaxelum Accord

[lopTyranus Paclitaxel Accord

PymbHMA Paclitaxel Accord 6 mg/ml, concentrat pentru solutie perfuzabila

[seuus Paclitaxel Accord 6 mg/ml koncentrat till infusionsvétska, l0sning

CnoBeHus Paclitaxel Accord 6 mg/ml koncentrat za raztopino za infundiranje

CnoBaxus Paclitaxel Accord 6 mg/ml, infuzny koncentrat

O6eauHEHO KPAICTBO Paclitaxel 6 mg/ml Concentrate for Solution for Infusion

JlaTa Ha DOCJAEIHO NMpepasriekaaHe HA JHCTOBKATA:

Caeasara HHPOPMALHA € MPeIHA3ZHAYEHA CAMO 32 MeIHIHHCKH CIICUHAIHCTH

[MoaroToBKa HA HHPYIHOHHHTE Pa3TBOPH:

- KouTeiiHepuTe M HH(]Y3MOHHHTE KOMIICKTH, KOUTO ce u3non3ear ¢ faxnnrakcen Akopa, TpsiGBa
na me cpabpkar JEX®. ToBa (e cBele A0 MHHMMYM M3/laraHeTo Ha nauueHtute Ha JIEXD
[an-(2-eTunxexcun)pranar], KOHTO MOXKe ja Ce M3BJIEUE OT WHPYIMOHHUTE KOHTEHHEPH WIH
KOMIUTeKkTH. HM3nonspaHeto Ha ¢uinTbpHd ycTpoicrBa (Hamp. IVEX-2), kouTO BKIIOUYBAT
nnacTHhHULNpaH Kbe BXoAsL Wiy u3xoaau PVC mapkyy, He BOAH A0 3HAYMMO M3BIHYAHE HA
HEXD.

- PBbbaere BuHEMaTeHH, Korato padorure ¢ IlaknuTakcen AKOpA, KakTo MpH BCHUYKH
AHTHHEONNACTUYHH NPOAYKTH. BHHaru HOCETE NMOAXOAAILH 3ALMTHH PbKaBHLIM, KOTaTo DOpaBHTE
¢ d1aKoHH, ChAbpXkKaLK NaknuTakces. Paspexaaero TpaOBa fa ce OChLUCCTBABA NPH aCENTHHY
yCAOBUS OT 0OyueH nepcoHan B 060cobeHo 3a Le/iTa noMelleHHe. B clydak Ha KOHTAKT ¢ KOXKara,
W3MUIATE 3acerHaThs y4acTbK ¢ Boja M camyH. [lpn nomanane BbpPXY JIMTABHLIMTE, NpoOMUHUTE
cbunHo ¢ Boza.

- He wanos3BaiiTe MeAMUMHCKHM H3Aenus oT THna ,, XeMONHWCMEHCHH WIVIM KU noACcOHHU
MEeIUIIMHCKH M3AEUsS C OCTPHETA, Thil KaTO MOTAT [1a HapyILUAT LETO0CTTa Ha 3alTyllankara, KoeTo
BOAM A0 HapyliaBaHe CTEPUIHOCTTA HA NPOAYKTA.

Ctnnka 1: Pazpexxaane Ha KOHIIEHTPATA
[peau npunaraue, [Naknurakcen Axopa TpsadBa aa 6b1e A0NBAHHTEHO Pa3peaCH ¢ €AHO OT CICAHHTE:

- 0,9% HaTpHeB XJIOpHA HHXKEKLIHOHEH pasTBOp

- 5% rnoKo3a MHXKEKUUOHEH pa3TBOP

- 5% rmoko3za u 0,9% HaTpueB XJ1I0pHA MHXKEKUHMOHEH PasTBOP
- 5% rnoko3a B PUHrep MHXXEKLIMOHEH pa3TBOpP

Kpaiinata KOHIEHTpAIMA HA MAKJIHTaAKCea B HHQYINOHHHS pasTBOP TpsA®Ba Ja Obae B
rpaunuuTe Mexay 0,3 mg/ml u 1,2 mg/ml.
Jla ce n300JI3BAT KOHTeHHEePH N HH(Y3HOHHH KOMILJIEKTH, KOMTO He CHLABLPXKAT JEX®

Cres paspeXkiaHe pa3TBOPBT MOXKE J1a M3IJIEKAa MBTEH, KOETO C€ AB/DKH Ha pa3sTBOPUTE/IA W HE C€
npemMaxsa 4ype3 ¢puntpaums. He e nabnronasaHa 3HauHTETHA 3aryba Ha aKTUBHOCTTA CileA peMHHaBaHe
Ha pa3TBOpa MpPE3 HHTPABEHO3HA CUCTEMA C JIMHEEH QHITTBP.

Crenka 2: Ilpurarane Ha HHQY3HSATA
Benuku nanueHTH TpAOBa Aa ObJaT NpeMEIHKHPAHH C KOPTHKOCTCPOH
AHTArOHMUCTH NPEIH HAYAIOTO Ha TEPAruUATa.

He npunaraiite nosropHo Ilaknurakces: AKOpA, AOKaTO OpoAT Ha HEYTPO
1,000/mm? 3a nauMeHTH cbe capkoM Ha Kanown) v ako 6posaT Ha TpomMOOLL




75,000/mm? 3a nanyeHTH cbe capkoM Ha Karoun).

U3barealiTe npeunauTauus Ha HHQPY3HOHHHS pasTBOp:

e Uznonssaiite Bb3MOXHC Hal-0bP30 Cneja paspexaaHe

e V364rBaiiTe NnpekoMepHH BUOpaLMH ¥ pa3KialllaHuA

s Tpomuiite H3UANO MHOY3MOHHATA CHCTEMA NPEAH ynoTpeda.

e PenoBHO MNpoBepsBaiiTe BLHIIHMS BHA Ha MHQY3HATa W MpekpareTe MHQY3MATA, aKO € Hanuue
MPEUUMATALIHA.

X¥MHYHUTE ¥ (PHINYHUTE AAHHW 3a CTaOMAHOCT Ha MNPHIOTBEHHS pasTeop 32 MHPy3us ca
EMOHCTPUpaHH npH Temmnepatypa 5° n 25°C B npoab/uKeHHE HA 7 [HHW, KOTaTO KOHUEHTPATBLT €
pa3peneH B 5% rIIOKO3EH pa3TBOP H B NPOABL/XKeHHE Ha 14 [HH, KOraTo ¢ paspeieH B 0,9% pasTBOp Ha
HAaTpPHEB XJIOPHA 3a MHeKTHpaHe. OT MHKPOOHONOTHYHA FNIEAHA TOUKA, Pa3pEACHHUAT NPORYKT TpabOBa
1a ce M3MoN3Ra He3abaBHO WM [1a ce 3ana3u npy Temneparypa ot 2 1o 8°C 3a He nopeue OT 24 Haca.

[Taxnurakcen Akop TpaOBa a ce Npunara Ype3s rnoAXoaslil IMHeeH QUITED C MUKPOMOPECTa MemOpaHa
<0,2 mukpomerpa. Tpsfpa na ce M3NON3BAT KOHTEHHEPH M HHQY3HOHHW KOMILUIEKTH, KOWTO He
cvabpxar JEX®. H3nonzpaHeTo Ha (QUITBPHH yCTPOHCTBA, KOWUTO BKJIHOYBAT KbC BXOAALL W unm
usxoaau PVC mMapkyu, He BOIH 110 3Ha4KMO u3nuuaHe Ha JEXD.

Crnnka 3: U3XBLPJISHE
Hen3non3BaHUAT MPOAYKT WIM OTNAAbUHHUTE MAaTEpHaIH OT HETO TpsiOBa na ce H3XBLPAAT B

CbBOTBETCTBHE ¢ MECTHUTE UINCKBAHHA 34 paﬁa'ra C UHTOTOKCHYHH BCIHCCTRA.

Jdosa:

[lpenopbUMTENHUTE AO3M 32 HHTpaBeHO3Ha UHDy3us Ha IMaknnrakcen AKOpPA ¢a KaKTO CreaBa:

Huraukanus Ho3a HuTepBa MeXAY
KypCOBeTe
IlaknaaTaKcea AKOpA

[TbpBa NMHEA kapuuHoM | 135 mg/m?® B npoabmxeHHe Ha 24 vaca, 3 ceaMHULN

Ha AH4YHHKA nocneaBad OT LMCIUIaTHAA 75 mg/m? niau

175 mg/m? B npoAb/bKeHKe Ha 3 yaca, Noc/IeABaH
OT HucrnaTuba 75 mg/m?

Bropa nuuus 175 mg/m? B npoabkeHue Ha 3 yaca 3 ceaMHLIM
KapLIMHOM Ha AHYHUKAa
AnroBaHTeH kapuuHom | 175 mg/m? B nmpoab/keHHe Ha 3 yaca; clieasa 3 ceAMHLH
Ha replara JIeYeHUE ¢ AaHTPALUKITHH U LuKiodochamMus

(AC)
[TnpBa nrHHA 220 mg/m? B npoabaseHKe Ha 3 uaca, 24 yaca | 3 ceamuuM

KaplLMHOM Ha rbpaaTa | cflied aokcopyGuumH (50 mg/m?)
(¢ AokcopyOuULIMH)

[TvpBa TUHKA 175 mg/m? B mpoab/KeHye Ha 3 4aca, criel 3 ceIMHULH
KapLUHMHOM Ha I'bpAaTa TpacTy3ymab (Bik KXII Ha TpacTy3ymad)

(c TpacTy3ymab)

Bropa siunus 175 mg/m? B npoabkeHHe Ha 3 uaca 3 ceaMHUH
KapLWMHOM Ha I'bpjara

Hanpennan 175 mg/m? B mpoab/XKeHHe Ha 3 4aca, 3 ceaAMHLH
HeApeGHOKAEThYEH nocneasad oT Uucruiariaa 80 mg/m?;

OenoapobeH KapuMHOM

CapkoM Ha Kanouiu, 100 mg/m? B npoabkeHHe Ha 3 yaca

cebp3al cke CITKMH

T
1]
'

He npunaraiite noeropHo INakinrakcen AxkopA, A0Kato OpodT Ha HEYTpo( > A0 00/
e 2 300,d00/mm? (2

1,000/mm? 3a mauMeHTH ¢be capkom Ha Kanoun) v ako Gpost Ha Tpombou
75,000/mm? 3a nauMeHTH cbe capkoM Ha Kamnois).




[Mpn naupeHTH ¢ Texka HeyTpornerus (Opoil neyTpodunu < 500/mm® 3a cenmuua niv MOBEYE) UITH
Texka nepudepHa Hespomarus, gosarta Tpabpa na ce Hamanu ¢ 20% npu cneasaliuTe KypcoBe Ha
neuenue (25% 3a nauneHTH cbe capkoM Ha Kamowm) (Bxx. KpaTka xapakTepHUCTHKA Ha NpOAYKTa).

Hsama nocTaThYHO JAHHH, 34 14 ¢e TIpenopbya npoMaHa Ha J03ara I[P MAUHEHTH C JIEKH 10 YMECPEHO
TEXKH YepHOAPOOHKN yBpexcnaHua. [1auueHTH © TEXKKO uepHOAPOOHO yBpexaaHe He TpabBa na ce
nexyear ¢ [Mawnrakcen Akopa (Bx. KpaTka XapakTepHCTHKa Ha NPOAYKTa).

[MaknuTakcen AKOpa He ce MpenopbUba 3a U3N0A3BaHe MPK Aena Ha Bb3pacT noA 18 rouHu, nopany
JIMACA HA JaHHH 33 6e30nacHocTTa U €QUKACHOCTTA.




